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" The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )IEI Responsive to communication(s) filed on 03 August 2004 . 
2a)[E] This action is FINAL. 2b)n This action is non-final. 

3) n Since this application is in condition for allowance except for fornnal matters, prosecution as to the nnerits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) 13 Clainn(s) 1-5,8,9,12,13 and 16-18 is/are pending in the application. 

4a) Of the above clainn(s) is/are withdrawn from consideration. 

5) n Claim{s) is/are allowed. 

6) IE1 Claim(s) 1-5,8,9,12,13 and 16-18 is/are rejected. 
?)□ Claim(s) is/are objected to, 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) Is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2.n Certified copies of the priority documents have been received in Application No. . 

30 Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) D Notice of infomnal Patent Application (PTO-152) 

Paper No(s)/Mall Date . 6) □ Other: . 
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DETAILED ACTION 

Claims 1-5, 8, 9, 12, 13 and 16-18 are pending in the present application. 

Continued Examination Under 37 CFR 1,114 
A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.1 14, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.1 14. Applicant's submission filed on 3 August 
2004 has been entered. 

Response to Amendment 

Claims 1-5,8, 9, 12, 13 and 16-18 stand rejected under 35 U.S.C. 103(a) as being 
unpatentable over Levine et al. in view of Uchida et al., Li et al. and Reed et al. for the 
reasons set for the in the Office action mailed 31 July 2003. 

Response to Arguments 

Claims 1-5,8, 9, 12, 13 and 16-18 stand rejected under 35 U.S.C. 103(a) as being 
unpatentable over Levine et al. in view of Uchida et al., Li et al. and Reed et al. for the 
reasons set for the in the Office action mailed 31 July 2003. 

Applicant has amended the claims to incorporate the limitation of originally filed 
claim 7 into claim 1 . Applicant's arguments have not provided any new unrebutted 
arguments. Applicant first argues that: "nothing in the prior art suggests that substituting 
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"a promoter functioning in the presence of p53" would have been advantageous. Thus 
there would have been no motivation to make such a substitution." 

First, Applicant should note that the limitation in claim does not require that the 
promoter be activated by p53 as asserted in applicants arguments; the claim merely 
requires that the promoter function in the presence of p53. Many promoters in a cell are 
capable of functioning in the presence of p53. 

Second, as previously discussed ample motivation exists to use a promoter that is 
actually activated by p53. Levine et al. teach the use of inducible promoter in the vector 
system. There are many types of inducible promoter known in the art including the one 
taught by Reed et al ., bax promoter that is regulated by p53, a tumor suppressor protein. 
Reed et al provide a motivation for using this promoter because it is improperly 
regulated in tumor cells in which they often lack wild type p53 (see page 8 of paper no. 
12, and col. 16, lihes 34-67 of Reed et al). As such, one of ordinary skill in the art would 
have the motivation of expressing the suicide gene only in tumor cells by using this 
promoter to control the expression pf the recombinase such as Cre so that it would excise 
the suicide gene in normal cells but not tumor cells. 

Applicant further argues that there would have been no reasonable expectation of 
success based on the evidence in Reed et al.: "one reason for this is because Reed 
discloses that the p53 tumor suppressor, alone may not be sufficient to up regulate bax 
gene expression in all cell types, and that in several cell types bax gene expression is not 
increased following irradiation." 

Applicant asserts that abosolute predictability of success is required for the 
invention of the present claims to be obvious to one of skill in the art. However, 
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obviousness does not require absolute predictability of success. Indeed, for many 
inventions that seem quite obvious, there is no absolute predictability of success until the 
invention is reduced to practice. There is always at least a possibility of unexpected 
results, that would then provide an objective basis for showing that the invention, 
although apparently obvious, was in law nonobvious. In re Merck & Co 800 F.2d at 
1098, 231 USPQ at 380; Lindemann Maschinenfabrik GMBH v. American Hoist & 
Derrick Co 730 F.2d 1452, 1461, 221 USPQ 481, 488 (Fed. Cir, 1984); In re Papesch , 
315 F.2d 381, 386-87, 137 USPQ 43, 47-48 (CCPA 1963). For obviousness under §103, 
all that is required is a reasonable expectation of success. In re Longi , 759 F.2d 887, 
897, 225 USPQ 645, 651-52 (Fed, Cir. 1985); In re Clinton , 527 F.2d 1226, 1228, 188 
USPQ 365, 367 (CCPA 1976). Reed et al., as acknowledged by AppUcant, teach that in 
at least some cell types p53 alone is sufficient to activate p53. Therefore, expecting to 
activate a promoter in the presence of p53 is reasonable based on the teachings og Reed 
et al. Moreover, the breadth of Applicant's claims, because of the open claim language, 
does not preclude that other activators may be present in addition to p53 to activate a 
promoter. 

Conclusion 

THIS ACTION IS MADE FINAL, Applicant is reminded of the extension of 
time policy as set forth in 37 CFR 1. 136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS fi*om the mailing date of this action. Li the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
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mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of the 
advisory action. In no event, however, will the statutory period for reply expire later than 
SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Konstantina Katcheves whose telephone number is (571) 
272-0768. The examiner can normally be reached on Monday, Tuesday, Thursday and 
Friday 7:30 to 5:30. 

If attempts to reach the examiner by telephone are unsuccessfial, the examiner's 
supervisor, Dr. Remy Yucel, Ph.D. can be reached on (571) 272-0781. The fax phone 
number for the organization where this application or proceeding is assigned is 703-872- 



Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 
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